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Office Action Summary 


Application No. 
09/361,655 


Appticant(s) 


Lee et al. 


Examiner 

Prema Mertz 


Group Art Unit 
1646 







B3 Responsive to communication(s) filed on Jul 27, 1999 . 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 



A shortened statutory period for response to this action is set to expire 



month(s), or thirty days, whichever 



is longer, from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 



Disposition of Claims 

B Claim (s) 15-22 



is/are pending in the application. 



Of the above, claim (s) 
□ Claim(s) 



ES Claim(s) 15-22 

□ Claim(s) 

□ Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948, 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is Dapproved disapproved. 

□ The specification is objected to by the Examiner, 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 

□ All □ Some* QNone of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
^Certified copies not received: 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 

Attachment(s) 

□ Notice of References Cited, PTO-892 

ED Information Disclosure Statement(s), PTO-1449, Paper No(s). 4 

□ Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 



— SEE OFFICE ACTION ON THE FOLLOWING PAGES — 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 9-95) 



Office Action Summary 



Part of Paper No. 



Application/Control Number: 09/361,655 
Art Unit: 1646 



Page 2 



DETAILED ACTION 

1. The preliminary amendments (Paper No.2, 7/27/99 and Paper No. 3, 7/27/99) and IDS 
submitted (Paper No. 4, 7/27/99) have been entered. 

Formal requirements 

2. The oath or declaration is defective. A new oath or declaration in compliance with 37 
CFR 1 .67(a) identifying this application by application number and filing date is required. See MPEP 
§§ 602.01 and 602.02. 

The oath or declaration is defective because: 

(a) it incorrectly identifies the instant application as a 371 of P0T application P$T/US95/08754, 
instead of PtfT/US95/08745. 

(b) Applicants are improperly claiming priority to the P0T application, POT/US95/08745, under 

§ 1 19 ; whereas in effect this application is a national stage application of the P#T. 
Specification 

3. The drawings have been approved by the draftsperson. 

4. The title of the invention is not descriptive. A new title is required that is clearly indicative 
of the invention to which the claims are directed. It is suggested that the title be amended to recite 
" method of detecting a cell proliferative disorder using antibodies to growth and differentiation factor 
-12". 

6. Applicants have not complied with one or more conditions for receiving the benefit of an 
earlier filing date under 35 U.S.C. 120 as follows: 



Application/Control Number: 09/361,655 
Art Unit: 1646 



Page 3 



Applicants have not made specific reference in the instant application, to the earlier filed 
application 08/31 1,370, filed 9/26/94, now abandoned, application 08/765,662, filed 4/28/97, now 
U.S. Pat. No. 5, 929,213 and the PUT application PUT/US95/08745, filed 7/12/95. It is clear from 
the declaration that Applicants intend to claim priority to these earlier applications. Specific reference 
to these applications should appear as the first sentence of the specification following the title, 
preferably as a separate paragraph. The status of non-provisional application(s) (whether patented 
or abandoned) should also be included. Since the parent application 08/311,370 has become 
abandoned, the expression "now abandoned" should follow the filing date of the parent application. 
Claim rejections-35 USC § 101 

7. Claims 15-22 are rejected under 35 U.S.C. 101 because the claimed invention is not supported 
by either a specific and substantial asserted utility or a well established utility. 

The instant application has provided a description of an isolated DNA encoding a protein and 
the protein encoded thereby. The instant application does not disclose the biological role of this 
protein or its significance. 

It is clear from the instant specification that the instant GDF-12 protein is what is termed an 
"orphan protein" in the art. This is a protein whose cDNA has been isolated because of its similarity 
to known proteins. There is little doubt that, after complete characterization, this protein will 
probably be found to have a patentable utility. This further characterization, however, is part of the 
act of invention and until it has been undertaken, Applicants claimed invention is incomplete. The 
instant situation is directly analogous to that which was addressed in Brenner v. Manson, 148 
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U.S.P.Q. 689 (Sus. Ct y 1966), in which a novel compound which was structurally analogous to other 
compounds which were known to possess anti-cancer activity was alleged to be potentially useful as 
an antitumor agent in the absence of evidence supporting this utility. The court expressed the opinion 
that all chemical compounds are "useful" to the chemical arts when this term is given its broadest 
interpretation. However, the Court held that this broad interpretation was not the intended definition 
of "useful" as it appears in 35 U.S. C § 101, which requires that an invention must have either an 
immediate obvious or fully disclosed "real world" utility. The Court held that: 

"The basic quid pro quo contemplated by the Constitution and the Congress for granting a patent monopoly is the benefit derived by the 
public from an invention with substantial utility", "[u]nless and until a process is refined and developed to this point-where specific benefit 
exists in currently available form-there is insufficient justification for permitting an applicant to engross what may prove to be a broad 
field", and "a patent is not a hunting license", "[i]t is not a reward for the search, but compensation for its successful conclusion." 

The instant claims are drawn to an antibody to a protein of as yet undetermined function or biological 
significance. Until some actual and specific significance can be attributed to the antibody against the 
protein identified in the specification as GDF-12, the instant invention is incomplete. The DNA of the 
instant invention and the protein encoded thereby are compounds which are known to be structurally 
analogous to proteins which are known in the art as the family of growth and differentiation factors. 
In the absence of a knowledge of the biological significance of this protein or of the antibody to this 
protein, there is no immediately obvious "patentable" use for it. To employ an antibody to GDF-12 
protein of the instant invention as a diagnostic or therapeutic reagent is clearly to use it as the object 
of further research which has been determined by the Courts to be a non-patentable utility. Since the 
instant specification does not disclose a "real world" use for the antibody to the GDF- 1 2 protein, then 
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the claimed invention is incomplete and, therefore, does not meet the requirements of 35 ILS,C 101 
as being useful. Furthermore, because the claimed invention is not supported by a specific asserted 
utility for the reasons set forth above, credibility cannot be ascertained. 

Claims 15-22 are also rejected under 35 U.S.C. 1 12, first paragraph, as failing to adequately 
teach how to use the instant invention. Specifically, since the claimed invention is not supported by 
either a specific and substantial asserted utility or a well established utility for the reasons set forth 
above, one skilled in the art clearly would not know how to use the claimed invention. 
Claim rejections-35 USC § 112, second paragraph 

8. Claims 15-22 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Claim 15 is rejected as vague and indefinite because the method claimed lacks steps and a 
result. It is suggested that the claim be amended to recite wherein an increase in said antibody- 
GDF-12 complexes indicates ...and a decrease in said antibody-GDF-12 complexes indicates...". 

Claim 15, line 3, is incorrect because it recites "speciman" rather than "specimen". 

Claims 1 6-22 are rejected as vague and indefinite insofar as they depend on claim 1 5 for their 
limitations. 
Conclusion 

No claim is allowed. 
Advisory Information 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Prema Mertz whose telephone number is (703) 308-4229. The examiner can 
normally be reached on Monday-Friday from 8:00AM to 4:30PM (Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Yvonne Eyler, can be reached on (703) 308-6564. 

Official papers filed by fax should be directed to (703) 308-4227. Faxed draft or informal 
communications with the examiner should be directed to (703) 308-0294, 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (703) 308-0196. 



Prema Mertz Ph.D. 
Primary Examiner 
Art Unit 1646 
August 21, 2000 




